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STATEMENT FOR PRE-APPEAL BRIEF REQUEST FOR REVIEW 

Claims 30-39 are pending in the application, are rejected, and are at issue. Claims 
30-35 and 37-39 are rejected as anticipated by Muller et aL U.S. Patent No. 6,537,199. Claim 36 is 
rejected as obvious over Muller et al. Claim 30 is the only independent claim. 

Claim 30 specifies a self-crimping ossicular prosthesis comprising a pair of jaws of 
a bioactive material. Each jaw comprises a body having a semi-cylindrical inner surface for 
engaging opposite sides of an ossicle when implanted in a human ear, to anchor to the ossicle. A 
spring element of a flexible material, different from the pair of jaws, is operatively coupled to the 
jaws for biasing the jaws toward one another to provide clamping pressure. An actuator element is 
operatively coupled to the spring element. 

Muller et al. in Fig. 6, and as discussed at col. 9, lines 12-30, discloses a device for 
mechanical coupling of a driver to a coupling site of the ossicular chain. The device includes a 
coupling element 35 in the form of a U-shape spring clamp to partially surround a coupling site 16 
of the ossicular chain. An attenuator 34 is disposed between the coupling element 35 and the 
coupling site 16 to protect against damage. The attenuator is indicated to be of an entropy-elastic 
or rubber-elastic material, preferably a silicone resin. The purpose of the attenuator is otherwise 
generally described at col. 5, lines 1 1-56. 

Muller et al. does not disclose or suggest any jaw, let alone a pair of jaws. It discloses 
a single U-shaped clamping element. The element alleged in the action to engage the ossicular 
chain, the attenuator, is not of a bioactive material or functional to anchor to the ossicle. Nor is there 
a spring element operatively coupled to jaws for biasing jaws toward one another to provide 
clamping pressure. As such, there is no anticipation and the rejection is improper. 

The final action at page 2, references Muller et al. disclosing "a pair of jaws 34". 
Element 34 is a single element. It is not a pair of elements. It is formed as a piece of hose, i.e., 
cylindrical, which has been slit lengthwise. It is a single, cylindrical element. It is in the nature of 
a cylindrical sleeve with a slit to allow it to be placed surrounding part of the ossicular chain. The 

1 




Serial No. 10/814,462 
GRA01236P00021US 
PATENT 

final action at page 4 states that the upper and lower halves of element 34 comprise a pair of jaws. 
However, these are not distinct elements. To make them distinct elements would require slitting the 
attenuator to have two semi-cylindrical halves. Doing so would result in an inoperative device as 
it would not be self-retaining on the coupling site, as intended. As such, the claim limitation to a pair 
of jaws is not met by the reference and there is clear error in the rejection. 

Claim 30 specifies that the jaws are of a bioactive material. A bioactive material 
elicits a favorable biological response to form a bond. The attenuator of Muller et al. is formed of 
an elastic material. To perform its function it must retain its elastic properties. There is no 
disclosure in Muller et al. that the attenuator is formed of a bioactive material. Nor does the action 
recite such disclosure. This is clear error. Moreover, the properties of the attenuator are to be elastic 
in nature. Forming a bond is contrary to this function. The formation of bonding would ultimately 
render the device non-elastic in nature so that the attenuator would not function for its intended 
purpose. 

Moreover, the final action in the paragraph bridging pages 4 and 5 states that Muller 
"discloses that the jaws can be made of a bioactive ceramic material or silicone resin as admitted by 
the applicant". There has been no such admission by applicant. This statement is clear error. Nor 
does Muller et al. teach that the attenuator can be made of a ceramic material. A ceramic material 
is not elastic in nature. As such, the limitation to jaws being of a bioactive material is not met by 
Muller et al. 

Finally, Muller et al. does not disclose or suggest a spring element of a flexible 
material, different from a pair of jaws, operatively coupled to jaws for biasing the jaws towards one 
another to provide clamping pressure. If any element in Muller et al. corresponds to a pair of jaws 
it is the spring arms 36. However, the spring arms 36 are integral elements of the coupling element 
35. There is no spring element of a different material to bias the spring clamps toward one another. 
The coupling element 35 comprises a unitary spring arm. It is pushed onto the attenuator to mount 
to the ossicular chain. 
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The coupling element is not coupled to the attenuator. It does not bias the attenuator 
toward one another (there is only one attenuator) to provide clamping pressure to anchor the 
attenuator to the ossicular chain. The attenuator retains itself on the ossicular chain, as does the 
coupling element. These elements function together differently from those claimed herein. The 
action at page 5 discusses element 36 as an elastic spring element coupled to a pair of jaws 34. 
There is no such coupling. The spring arms 36 are coupled to the coupling site 16 with the 
attenuator 34 providing an attenuating function therebetween. Thus, this limitation is not met by 
Muller et al. 

The above limitations not being met, independent claim 30 is not anticipated by 
Muller et al. Nor does Muller suggest such limitations. Therefore, any obviousness rejection would 
be improper. 

The remaining claims depend from claim 30. Claim 34 specifies that the spring 
element has opposite ends received in an opening in one of the jaws to provide swivel joints. The 
action at page 5 specifies that the spring arms 36 fit in a groove 35 on the coupling element 34 to 
allow the spring to pivot up and down. In fact, there is a groove 45 which prevents the spring arms 
from axially slipping off the attenuator, see col. 9, lines 44-46. The action mischaracterizes the 
reference. This is clear error. Moreover, the interpretation to Muller et al. disclosing a pivot joint 
is inconsistent with the statements that the materials of Muller et al. are bioactive. The forming of 
a bond, as with a bioactive material, would prevent pivoting. In any event, there is no disclosure or 
suggestion of any pivot action. 

With respect to claim 35 which specifies that the swivel joint is surrounded by an 
elastomer, the action references Figs. 13, 14, 18-20 and 26-29 of Muller et al. as disclosing this 
feature. None of these figures illustrate a swivel joint, let alone a swivel joint surrounded by an 
elastomer. Instead, these embodiments disclose the attenuator being a coating on the coupling 
element. 
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Because Muller et al. does not disclose each and every element of claim 30, arranged 



as in the claim, there is no anticipation of any of the claims. Likewise, Muller et al. does not suggest 
the invention of any of claims 30-39. 



For the above reasons, the rejection ought be reversed and the claims allowed. 



Wood, Phillips, Katz, Clark & Mortimer 
Citigroup Center, Suite 3800 
500 West Madison Street 
Chicago, Illinois 60661-2511 
Telephone (312) 876-1800 
Facsimile (312) 876-2020 



Respectfully submitted, 



Date: November 4, 2005 
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